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DETAILED ACTION 

Applicants' submission filed on 7/1 1/2006 is acknowledged. 
Claims 1-6 are pending. 

Claims 4-6 are withdrawn again from further consideration pursuant to 37 CFR 1.142(b), 
as being drawn to a nonelected invention, there being no allowable generic or linking claims. 
Election was made traverse in the response filed 2/24/2006. 

Claims 1-3 presently are under examination. 

Priority 

The examiner indicated in the previous office action mailed 4/1 1/2006 that applicant 
could not rely upon the foreign priority papers to overcome the rejections stated in the office 
action because a translation of said papers had not been made of record in accordance with 37 
CFR 1.55. See MPEP § 201.15. Applicants did not file a translation of Japan 2002-188932 
application. Therefore, the examiner maintains that the foreign priority papers cannot be relied 
upon to overcome the rejections of record. 

Claim Rejections - 35 USC § 112 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim 1, as amended, recites the limitation "using a database ... to evaluate." The 
limitation makes claim 1 vague and indefinite because it is not clear what specific manner or 
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steps of "using" a database are intended. As the intended limitation is not clear, claims 1-4 are 
indefinite. 

Claim 1, as amended, recites in the preamble "[a]n efficacy evaluation method." The 
claim further recites steps of labeling, mixing and hybridizing, detecting fluorescence to 
determine the expression levels, and using a database to evaluate the efficacy. It is not clear 
whether the limitation "to evaluate" is intended to be an active, positive method step, or merely 
an intended use of the method. If the latter, then none of the steps is actually directed to 
evaluating efficacy, and therefore it is not clear if the preamble is intended to limit the method 
and what relationship is intended between the preamble and the method steps. As the intended 
limitation is not clear, claims 1-3 are indefinite. 

Claim 1, as amended, recites the limitation "different probes corresponding to at least one 
interferon induced protein gene, at least one interferon regulation factor gene, and at least one 
chemokine gene." It is not clear whether a different probe "corresponds" to all three types of 
recited protein genes (/.e., a universal probe which hybridizes to all three interferon-affected 
protein genes); different probes "correspond" to only one type of a recited interferon-affected 
protein gene; or one probe "corresponds" to multiple interferon induced protein genes, one probe 
corresponds to multiple interferon regulation factor genes, and one probe "corresponds" to 
multiple chemokine genes. Also, it is not clear what parameters are to be assessed and to what 
degree, in order to determine a "correspondence." As the intended limitation is not clear, claims 
1-3 are indefinite. 

Claim 1 , as amended, recites the limitation "detecting fluorescence to determine the 
expression levels." It is not clear whether "determining" is intended to be an active, positive 
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method step or merely an intended use of the method. As the intended limitation is not clear, 
claims 1-3 are indefinite. 

Claim 1, as amended, recites the limitations an "efficacy evaluation ... of an interferon 
treatment" and "to evaluate the efficacy of the interferon treatment." The limitation "efficacy" of 
a treatment is vague and indefinite because it is not clear for what effect the potency/efficacy of 
the interferon is evaluated. Specifically, it is not clear whether the treatment is intended to be 
effective, for example, in inhibiting, ameliorating, enhancing, preventing, or treating a condition, 
and neither the specification nor the claims defines the limitation. As the intended limitation is 
not clear, claims 1-3 are indefinite. 

Claim 1, as amended, recites evaluating the efficacy of a treatment based on measured 
gene expression and the correlation between "clinical findings" of a treatment and gene 
expression. It is not clear what "clinical findings" are intended and whether "clinical findings" 
reflect the efficacy of treatment or are the efficacy of treatment. As the intended limitation is not 
clear, claims 1-3 are indefinite. 

Answer to Arguments 

Claim 1 recites the limitation "to evaluate the efficacy of the interferon treatment based 
on ... gene expression levels and the correlation data." Claim 1 was rejected in the previous 
office action because it was not clear what standard, algorithm, strategy, and/or criteria is to be 
applied in order to "evaluate" data. Applicants argued that the efficacy of the interferon 
treatment is evaluated by statistically analyzing variation in gene expression using a specific 
gene cluster disclosed in the instant invention as a marker (p. 16, lines 15-20). Applicants' 
arguments have been considered, but are found not persuasive. 



Application/Control Number: 10/607,050 Page 5 

Art Unit: 1631 

In response to the argument that the specification discloses evaluating by statistical 
analyzing variation in gene expression using a specific gene cluster disclosed in the instant 
invention as a marker, it is noted that the process steps that applicants rely upon are not recited in 
the rejected claims. Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 
USPQ2d 1057 (Fed. Cir. 1993). It is not sufficient for applicants to claim a method of an efficacy 
evaluation but fail to set forth, clearly, deliberately and precisely the essential steps by which the 
efficacy is evaluated. In the absence of such steps, the skilled artisan is not reasonably apprised 
of the scope of the claims. Though some or all of the evaluation steps may appear in the 
specification, it is the claims that must be able to stand alone in definitely reciting the invention 
fully, clearly and precisely. Because the claims only recite a method of an efficacy evaluation 
with no steps by which the efficacy is evaluated, the claims are incomplete and do not define the 
invention for which applicants are seeking protection. The examiner maintains that the instant 
claims are indefinite, and therefore the rejection is also maintained. 

Claim Rejections - 35 USC § 103 
Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sharp US 

2003/0104393, in view of Veer, Genomics, 54:267-277 (1998), and further in view of Satoh, 

Neurology, 57:681-685 (2001). 

Claim 1 was rejected over Sharp, Veer, and Satoh in the previous office action. 

Applicants argue that neither Sharp, nor Veer, nor Satoh teach a marker for analysis of the 
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efficacy of the interferon treatment against multiple sclerosis using peripheral blood leukocytes 
of a patient. Applicants' arguments have been considered, but are found not persuasive. 

Applicants are reminded that the rejection is made under 35 U.S.C. 103(a) over a 
combination of references. 

With regard to multiple sclerosis and blood cells. 

In response to the arguments, it is noted that Sharp does disclose assessing "injury", 
wherein the "injury" comprises autoimmune diseases including Multiple sclerosis (MS) [0042]- 
[0043]. Sharp further discloses assessing "injuries" in blood cells including red and white blood 
cells, lymphocytes, leukocytes, monocytes, macrophages, eosinophils, basophils and all other 
cells found in blood [0044]. 

It is further noted that Satoh discloses that IFN-p is effective in treating MS (abstract and 
p. 682, left col, top paragraph). In addition to disclosing an induction of IRF-7 (an interferon 
regulation factor gene) in IFN-p-treated astrocytes, Satoh further discloses that mRNA encoding 
IRF-7 is expressed in the spleen, lymph nodes, thymus, and peripheral blood lymphocytes, 
wherein it is induced by exposure to various factors, (p. 864, left col., top paragraph). Satoh also 
discloses that IRF-7 mRNA expression is markedly elevated in human lymphoid cell lines (p. 
864, left col., top paragraph 

In addition, it is noted that a blood cell type from which mRNA is derived does not limit 
the method steps, e.g., a step of labeling mRNA with a dye is not limited by the type of cells 
from which mRNA is derived. 

With regard to a marker gene. 
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It is noted that the instant claims do not recite a marker gene for analysis of the efficacy 
of the interferon treatment, but only recites hybridizing with probes corresponding to an 
interferon induced protein gene, regulation factor gene, and chemokine gene. 

For the reasons stated above and in the previous office action, the examiner maintains 
that Sharp, Veer, and Satoh make a method of the evaluation efficacy of the interferon treatment 
obvious, and therefore the rejection is also maintained. 

Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sharp US 
2003/0104393, in view of Veer, Genomics, 54:267-277 (1998), in view of Satoh, Neurology, 
57:681-685 (2001), as applied to claim 1 above, and further in view of Nomiyama, J. Interferon 
and Cytokine Res., 19(3):227-234 (1999). 

Claim 2 was rejected over Sharp, Veer, Satoh, and Nomiyama in the previous office 
action. Applicants argue that neither reference discloses a marker for analysis of the efficacy of 
the interferon treatment against multiple sclerosis using peripheral blood leukocytes of a patient. 
Applicants' arguments have been considered, but are found not persuasive. 

Applicants are reminded that the rejection is made under 35 U.S.C. 103(a) over a 
combination of references. 

Applicants did not specifically address the rejection over the combination of references. 
The examiner maintains that Sharp, Veer, and Satoh make claim 1 obvious, and therefore also 
maintains the instant rejection. 
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Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sharp US 
2003/0104393, in view of Veer, Genomics, 54:267-277 (1998), in view of Satoh, Neurology, 
57:681-685 (2001), in view of Nomiyama, 1 Interferon and Cytokine Res., 19(3):227-234 
(1999), as applied to claims 1-2 above, and further in view of Seeger, Blood, 96(1 1, Part 2): 167b 
(16 Nov., 2000), and in view of Geng, Genes, Chromosomes & Cancer, 26:70-79 (1999). 

Claim 3 was rejected over Sharp, Veer, Satoh, Nomiyama, Seeger, and Geng in the 
previous office action. Applicants did not specifically address the rejection over the combination 
of references. The examiner maintains that Sharp, Veer, and Satoh make claim 1 obvious, and 
therefore also maintains the instant rejection. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1 . 1 36(a) will be calculated from the mailing date of the advisory action. In ho event, however, 
will the statutory period for reply expire later than SIX MONTHS from the date of this final 
action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marina Miller whose telephone number is (571)272-6101 . The 
examiner can normally be reached on 8-6, M-Thu. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang, Ph. D. can be reached on (571)272-081 1. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Marina Miller 
Examiner 



MM 




